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DETAILED ACTION 
Claim Rejections - 35 USC §112 

1. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 1-9 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

3. The claims are generally narrative and indefinite, failing to conform with current 
U.S. practice. They appear to be a literal translation into English from a foreign 
document and are replete with grammatical and idiomatic errors. As a result, the claim 
limitations are difficult to interpret, and the examiner has afforded them their broadest 
reasonable interpretation. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections underthis section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claims 1-2, and 4-9, as best understood, are rejected under 35 U.S.C. 102(b) as 
being anticipated by US 5,360,404 to Novacek et al. Novacek discloses the invention as 
claimed in the disclosure and the figures. In particular, Novacek discloses a needle 
assembly 18 with a needle guard or cap 20, hollow body hub 22, a Luer adapter 24 for 
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receiving needle hub 22 (the illustrated embodiment shows a Luer fit, but Novacek 
specifically discloses that the connection may comprise a Luer lock or a Luer fit — see 
column 7, lines 40-60), and a needle 21 (see FIGS 1-7, column 5, lines 30-50). The cap, 
which comprises manual actuation parts 100 (claims 8, 9) is removably placed over the 
needle to enclose the needle (see FIG 7) and comprises teeth or ribs 142 that 
cooperate with teeth or ribs on the needle hub 140. The sawtooth-shaped ribs are 
arranged such that when one provides rotational torque to remove the needle hub from 
a connector, the cap stays on the hub. Similarly, if one rotates the cap to remove it from 
the needle, the hub remains attached to the connector. With regard to applicant's claims 
drawn to the rotation and coupling of the hub and the cap, such limitations amount to a 
statement of the intended use of the device. It has been held that a recitation with 
respect to the manner in which a claimed apparatus is intended to be employed does 
not differentiate the claimed apparatus from a prior art apparatus satisfying the claimed 
structural limitations. See MPEP 2114. Since the previously disclosed apparatus is 
capable of performing in the manner claimed (as best understood by the examiner), the 
instant invention is not patentable over the Novacek reference. 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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7. Claim 3 is rejected under 35 U.S.C. 103(a) as being unpatentable over US 
5,360,404 to Novacek et al. Novacek discloses the apparatus as claimed with the 
exception of placing the teeth on the top end of the hub or hollow body. closest to the 
needle and in the cap on an annular flange. It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to place the cooperating teeth 
at a different, yet still cooperative location on the hub and the cap, since it has been 
held that rearranging parts of an invention involves only routine skill in the art. See 
MPEP 2144.04. 

Conclusion 

8. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure: 

a. US 4,740,205 Seltzer etal 

i. Disposable needle system with teeth on the top of a needle hub 

b. US 6,183,464 Sharp etal 

ii. Needle hub with interlocking teeth connection and Luer coupling 

c. US 6,565,541 Sharp 

iii. Cannula guard and cannula with interlocking teeth 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Leslie R. Deak whose telephone number is 571-272- 
4943. The examiner can normally be reached on M-F 7:30-5:00, every other Friday off. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tanya Zalukaeva can be reached on 571-272-1115. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 





